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DETAILED ACTION 

1 . This communication is in response to Request for Continued Examination (RCE) 
received on 12/20/2006. Claims 1-51 are still pending. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claims 1-3, 6-22 are rejected under 35 U.S.C. 102(e) as being unpatentable by 
Briegs et al. (hereinafter Briegs) (U.S. Patent No. 7,054,823 B1). 

A. As per claim 1 , Briegs discloses a method for evaluating a clinical trial 

protocol specification, comprising the steps of: 

i. encoding into a database, workflow tasks called for in a clinical trial 
protocol specification not yet in execution, including substeps of writing , 
into protocol specification objects of said database, specifications of 
protocol events that said protocol specifies to occur during execution of 
said protocol, and, relationships that said protocol specifies among said 
protocol events (Briegs; col. 6, lines 19-23, col. 9, lines 11-21); 
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ii. during said step of encoding workflow tasks but not during any of 
said substeps , identifying an operational uncertainty in which said protocol 
specification contains at least one of the following deficiencies: said 
protocol specification fails to specify a particular parameter for use during 
protocol execution, or said protocol specification specifies such a 
parameter with less precision than is required by a slot in said database 
for encoding the parameter, or said protocol specification contains at least 
two such parameter specifications which are in conflict (Briegs; col. 13, 
lines 2-10 and lines 21-54); 

iii. encoding into said database in association with at least a particular 
one of said protocol specification objects in said database, before 
execution of said clinical trial protocol, an indication that said operational 
uncertainty exists with respect to said particular object (Briegs; col. 13, 
lines 21-54); and 

iv. in dependence upon protocol specification objects in said database, 
before execution of. said clinical trial protocol, displaying a graphical-visual 
representation of said protocol, said graphical-visual representation 
including a human-perceptible indication that said particular protocol 
specification object has said operational uncertainty associated therewith 
(Briegs; col. 18, lines 10-21). 

B. As per claim 2, Briegs discloses a method according to claim 1 , wherein said 
database is an object-oriented database (Briegs; col. 6, lines 19-23, lines 33-55). 
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C. As per claim 3, Briegs discloses a method according to claim 1 , wherein said 
protocol specification objects include protocol event objects describing protocol 
events (Briegs; col. 9, lines 11-21), and temporal constraint objects describing 
temporal constraints among said protocol event objects (Briegs; col. 13, lines 2- 
10). 

D. As per claim 6, Briegs discloses a method according to claim 1, wherein said 
operational uncertainty comprises said protocol specification containing at least 
two parameter specifications which are in conflict (Briegs: col. 13, lines 21-54). 

E. As per claim 7, Briegs discloses a method according to claim 1 , a method 
according to claim 1 , wherein said operational uncertainty comprises said 
protocol specification specifying a parameter with less precision than is required 
bv a slot in said database (Briegs; col. 13, lines 21-54). 

F. As per claim 8, Briegs discloses a method according to claim 1 , wherein said 
operational uncertainty comprises an omitted parameter in said protocol 
specification (Briegs; col. 13, lines 21-54). 

G. As per claim 9, Briegs discloses a method according to claim 1 , wherein said 
operational uncertainty concerns a temporal constraint among at least two of said 
protocol events (Briegs; col. 13, lines 21-54). 

H. As per claims 10-22 and 23-33, they are article of manufacture claims, which 
repeats the same limitations of claims 1-3, 6-9, the corresponding method claims, 
as a collection of executable instructions stored on machine readable media as 
opposed to a series of process steps. Since the teachings of Briegs disclose the 
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underlying process steps that constitute the method of claims 1-3, 6-9, it is 
respectfully submitted that they likewise disclose the executable instructions that 
perform the steps as well. As such, the limitations of claims 10-22 and 23-33, 
are rejected for the same reasons given above for claim 1-3, 6-9. 
I. As per claim 34, Briegs discloses a method for evaluating a clinical trial 
protocol specification, comprising the steps of: 

i. encoding into a database, workflow tasks called for in a clinical trial 
protocol specification not yet in execution, said step of encoding including 
substeps of writing data from said protocol specification into said database 
(Briegs; col. 6, lines 19-23, col. 9, lines 11-21), said database being 
structured according to a predetermined model, said model including slots 
predefined for describing respective aspects of protocol events that a 
protocol can specify to occur during execution of the protocol, said model 
further including slots predefined for describing temporal relationships that 
a protocol can specify among such protocol events, said slots predefined 
for describing temporal relationships including slots predefined for 
describing amounts of time that a protocol specifies are to elapse between 
two or more protocol events (Briegs; col. 12, lines 57-64, col. 13, lines 2- 
10); and 

ii. during said step of encoding, but not during any of said substeps of 
writing , identifying an operational uncertainty in which said protocol 
specification contains at least one of the following deficiencies: said 
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protocol specification fails to specify an amount of time that is to elapse 
between two or more protocol events, or said protocol specification 
specifies such an amount of time with less precision than is required by a 
slot in said database, or said protocol specification specifies such an 
amount of time in conflict with another parameter specified in said protocol 
specification (Briegs; col. 7, lines 30-32, col. 17, lines 3-15). 
J. As per claim 35, Briegs discloses a method according to claim 34, further 
comprising the step of displaying a graphical-visual representation of said 
protocol, said graphical-visual representation including a human-perceptible 
indication that said particular amount of time has an operational uncertainty 
associated therewith (Briegs; col. 18, lines 10-21). 

K. As per claim 36, Briegs discloses a method according to claim 36, wherein 
said predetermined model comprises a predetermined object class structure and 
said slots are organized into protocol specification objects defined by said object 
class structure (Briegs; col. 17, lines 3-15). 

L. As per claim 37, Briegs discloses a method according to claim 36, wherein 
said protocol specification objects include protocol event objects describing 
protocol events, and temporal constraint objects describing temporal constraints 
among events described in said protocol event objects, each of said temporal 
constraint objects including at least one slot for identifying an amount of time 
allowed between two or more protocol events (Briegs; col. 17, lines 3-15). 
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M. As per claim 38, Briegs discloses a method according to claim 37, further 
comprising the steps of: 

i. instantiating a disambiguation protocol specification object defined 
according to said object class structure describing said operational 
uncertainty (Briegs; col. 13, lines 21-54); and 

ii. associating said disambiguation protocol specification object with 
one of said constraint objects (Briegs; col. 13, lines 21-54). 

N. As per claim 39, Briegs discloses a method according to claim 34, wherein 
said operational uncertainty comprises said protocol specification specifying a 
particular amount of time in conflict with another parameter specified in said 
protocol specification (Briegs; col. 13, lines 21-25, col. 17, lines 9-15). 
O. As per claim 40, Briegs discloses a method according to claim 34, wherein 
said operational uncertainty comprises said protocol specification specifying a 
particular amount of time with less precision than is reguired by a slot in said 
database . 

P. As per claim 41 , Briegs discloses a method according to claim 34, wherein 
said operational uncertainty comprises omission a particular amount of time from 
said protocol specification (Briegs; col. 13, lines 21-25, col. 17, lines 9-15). 
Q. Claims 42 and 45 repeat the same limitations as claim 1 and 2, therefore are 
rejected for the same reasons given in the rejection of claims 1 and 2 above, and 
incorporated hereinwith. 
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R. As per claim 43, Briegs discloses a method according to claim 42, further 
comprising the steps of: 

i. encoding into a protocol disambiguation object said indication that 
said operational uncertainty exists (Briegs: col. 13, lines 21-54) : and 

ii. associating said protocol disambiguation object with said particular 
protocol specification objects in said database (Briegs; col. 13, lines 21- 
54). 

S. As per claim 44, Briegs discloses a method according to claim 43, wherein 
said protocol specification objects include protocol event objects describing 
protocol events, and temporal constraint objects describing temporal constraints 
among protocol events described in said protocol event objects (Briegs; col. 13, 
lines 21-54), and wherein said step of associating comprises the step of 
associating said protocol disambiguation object with one of said protocol event 
objects or one of said temporal constraint objects in said database (Briegs; col. 
13, lines 55-67). 

T. As per claim 46, Briegs discloses a method according to claim 42, further 
comprising the step, prior to said step of outputting, of sorting a list of said 
operational uncertainties identified in said protocol and encoded into said 
database (Briegs; col. 14, lines 1-9). 

U. As per claim 47, Briegs discloses a method according to claim 42, wherein 
said step of outputting comprises the step of outputting in tabular form the 
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operational uncertainties identified in said protocol and encoded into said 
database (Briegs; col. 43, lines 42-58). 

V. As per claim 48, Briegs discloses a method according to claim 42, wherein 
said operational uncertainty comprises said protocol specification containing at 
least two parameter specifications which are in conflict (Briegs: col. 13, lines 21- 
54). 

W. As per claim 49, Briegs discloses a method according to claim 42, wherein 
said operational uncertainty comprises said protocol specification specifying a 
parameter with less precision than is reguired by a slot in said database (Briegs: 
col. 13, lines 21-54). 

X. As per claim 50, Briegs discloses a method according to claim 42, wherein 
said operational uncertainty comprises an omitted parameter in said protocol 
specification (Briegs; col. 13, lines 21-54). 

Y. As per claim 51 , Briegs discloses a method according to claim 42, wherein 
said operational uncertainty concerns a temporal constraint among at least two of 
said protocol events specification (Briegs; col. 13, lines 21-54). 

Claim Rejections - 35 USC §103 



4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: j 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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5. Claims 4-5 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Briegs et al. (hereinafter Briegs) (U.S. Patent No. 7,054,823 B1 ) in view of Friedman 
(U.S. Patent No. 6,055,494). 

A. As per claims 4 and 5, Briegs discloses a method according to claims 1 and 
3. 

Briegs fails to expressly teach displaying each protocol 
specification objects in a color, which differs whether an operational 
uncertainty is associated therewith. However, this feature is well 
known in the art, as evidenced by Freidman. 
In particular, Freidman discloses displaying each protocol 
specification objects in a color, which differs whether an operational 
uncertainty is associated therewith (Freidman; col. 1, lines 56-58, 
Freidman; col. 4 lines 9-13). 

It would have been obvious to one having ordinary skill in the art at 
the time of the invention to include the aforementioned limitation 
disclosed by Friedman with the motivation of produce error 
messages (Freidman; col. 3, lines 58-63). 
Response to Arguments 

6. Applicant's arguments with respect to claims 1-51 have been considered but are 
moot in view of the new ground(s) of rejection. 
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Conclusion 

7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The cited but not used prior art teach Research data collection 
and analysis 20020016530, Integrated disease information system 6108635 A, 
Interpolate method and system for producing medical charts and monitoring and 
recording patient conditions 6081809 A, Method and system for interactive prescription 
and distribution of prescriptions in conducting clinical studies 5991731 A, Research data 
collection and analysis 6196970 B1 , Method and apparatus for electronically accessing 
and distributing personal health care information and services in hospitals and homes 
5867821 A, Systems, methods and computer program products for guiding the selection 
of therapeutic treatment regimens 6081 786 A, Method for entering information into an 
electronic patient chart, and protocol auto-negative capabilities 5812984 A, Computed 
medical file and chart system 5812983 A, Method and system for dispensing, tracking 
and managing pharmaceutical trial products 5832449 A. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dilek B. Cobanoglu whose telephone number is 571- 
272-8295. The examiner can normally be reached on 8-4:30. 

9. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Thomas can be reached on 571-272-6776. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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10. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA, OR CANADA) or 571-272-1000. 
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